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I~~~~~A~lV~ THERAPEUTICS INC.” ~~~Y~A~lC ~HE~A~Y*  

NF Formulas I. PhytoPharmica kr 

Tyler Encapsulations *  Vitaline Formulas ~~Y~QP~A~~leA*  

9755 S W  Comm 

P: 503.582.8386 

Suite 82 Drive, Green Bay, WI 5431 I-8328 
3 s F: 888.570.6460 (Enzymatic) 

099 F: 920.469.4418 (Phyto) 

March 15, 2005 

Office of Nutritional Products, Labeling & 
Dietary Suppicments, IlFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE, Label CiaimsiDisclaimcrs 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

IM needs to be specially 
processed to have an effect on 
hormone levels, so this unique 
formula is designed for easy 

IndolplexO Complex modified food starch, 25% 
diindolyimethane (DIM), d-alpha tocopheryl 
succinate, silicon dioxide, and 
phosphatidylcholine 

I certify that the information contained in [his notice is complete and accurate and that Enzymatic Therapy, Inc, has 
substantiation that the statements are truthful and not m isleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 3//lcloy 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-3608. 

P 

Chief Financial Officer 
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I N T ~ ~ ~ A T I V ~  T ~ ~ ~ A ~ ~ U ~ ~ C ~  INC.” ~ ~ ~ Y ~ A T I C  T W E R A P Y ’ 
NF  Formu las  c Phy toPharm i ca  6r  

Ty ler  Encapsu la t ions  s V i ta l ine  Fo rmu las  ~ H ~ T ~ P H A ~ M I C A ’ 

9 7 5 5  S W  C o m m e r c e  Circ le,  Su i te  B .2  
Wi lsonv i l le ,  O R  9 7 0 7 0  

P:  5 0 3 . 5 8 2 . 8 3 8 6  F: 5 0 3 . 5 8 2 . 0 4 6 7  

8 2 5  Cha l l enge r  Dr ive, G r e e n  Bay,  W I 5 4 3 1  f -8328  
P:  9 2 0 . 4 6 9 . 1 3 1 3  d  F: 8 8 8 . 5 7 0 . 6 4 6 0  (Enzymat ic)  

P :  9 2 0 . 4 6 9 . 9 0 9 9  F: 9 2 0 . 4 6 9 . 4 4 1 8  (Phyto)  

M a r c h  l& 2 0 0 5  

O ffice  o f N u tritiona l  P r o d u c ts, Labe l i ng  &  
Dietary S u p p l e m e n ts, H F S  8  1 0  
C e n te r  fo r  F o o d  S a fe ty a n d  App l i ed  N u tritio n  
F o o d  a n d  D r u g  A d m inistrat ion 
5  1 0 0  P a int B r a n c h  Parkway  
Co l l ege  Pa rk , M D  2 0 7 4 0  

R E : L a b e l  Cla ims/Disc la imers 

D e a r  S ir o r  M a d a m : 

Th is  letter is to  n o tify you  th a t th e  fo l low ing  p r o d u c t is M a n u factured,  P a c k e d , a n d /o r  Dist r ibuted by  E n z y m a tic 
The rapy , Inc. a t 8 2 5  Cha l l enge r  Drive, G r e e n  B a y , W iscons in 5 4 3  I 1  has  a  labe l  th a t con ta ins  a  sta te m e n t p rov ided  
by  sect ion 403( r ) (6 )  o f th e  Fede ra l  F o o d , D r u g  al ld  C o s m e tic Ac t. E n z y m a tic The rapy , Inc. w ishes to  take  a d v a n ta g e  
o f th e  e x e m p tio n  to  sect ion 201(g) ( l ) (C)  o f th e  act a n d  comp ly  wi th sect ion 403 ( r ) (G )  o f th e  act. T h e s e  c la ims a r e  
n o t necessar i ly  fo r  a  p r o d u c t w e  current ly  m a r k e t o r  p l an  to  m a r k e t in  th e  i m m e d i a te  fu tu r e , a n d  m a y  b e  exp lora tory  
in  n a tu r e . 

with Dlti I--- 
. * 

di indb ly lmethak (DIM), d -a lpha  tocophery l  
succinate,  s i l icon d iox ide,  a n d  
phosphat idy lcho l ine  ___I_-  

I certify th a t th e  in format ion  con ta i n e d  in  th is  n o tice  is comp le te  a n d  accura te  a n d  th a t E n z y m a tic The rapy , Inc. has  
substa& ia t ion  th a t e  truthful a n d  n o t m is lead ing.  

By : 
R o b e r t C . Doster  

Title: S e n i o r  V ice P res i den t o f Scient i f ic A ffa i rs 

If you  h a v e  any  quest ions ,  p lease  con tact R o b e r t Doster,  S e n i o r  V ice P res i den t o f Scient i f ic A flX rs  a t 
(920)  406-3608 .  

M ichae l  I’. Dcvereux  
Ch ie f F inanc ia l  O ffice r  


